SUBMITTER ADDRESS LISTING FOR CDRH SUBSTBNTIALLY

BEQUIVALENT
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

ABBOIT LABCRATORIES
ATIN: ALICIA SIMPSON
1920 HURD DRIVE, MS 8-21
IRVING, TX 75038

CRANFORD, NJ 07016

AXIN LABORATORIES, INC.
DEVICE

ATIN: EDWARD TUNG

4108 SORRENTO VALLEY BLVD.
SAN DIBGO, CA 92121

ACRED, INC.

ATIN: SHART JEFFERS

10980 S.W. S5TH ST., SUITE 170
BEAVERICN, CR 97005

ALLEGIANCE HEALTHCARE CORP,

ESTED FOR USE WITH CHEMOTHERAPY DRUGS

ATIN: ERICA SETHI
1500 WAUKEGAN RD. BIDG. WM
MOGAW PARK, IL 60085

ALLIANCE MEDICAL CORP.
ATIN: DN SELVEY
10232 SOUTH 51ST ST.
PHOENIX, AZ 85044

APEX MEDICAL COCRP,

ATIN: ALAN CHANGE

10TH FL., NO. 31, 1ANE 169,
KANG NING ST.

HSI CHIH CHEN, TATPEI HSIEN,

APCLIO CORP.

ATTN: RADRIAN SWEEN
450 MAIN ST.
SCMERSET, WI 54025

G4 -C/R0

510(k} NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

PHONE NO @
510(k) NO:
PHONE NO @

510¢k) NO:
PHONE NO 3

510(k) NO:
PHONE NO :

K011255
410-580-1730

K013538
972-518-7864

K013972
908-276-6290

K013380
858-535-2030

RD13616
503-627-2957

510(k) NO: KO13302
LABELING CLAIM

847-785-3337

K012631
480-763-5300

K013813
886 226 954170

K012029
715-247-5625

08-JAN-2002

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
Page 1

DEVICE: 3D LINE STEROTACTIC HARDWARE ACCESSCRIES
SE, DECISION MADE: 20-DEC-2001
510¢k) SUMMARY AVAILARIE FRCM FDA

DEVICE: ETHANOL
SE DECISION MADE: 14-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: H/S ELLIPTOSPHERE CATHETER SET, MODEL 61-4005
SE DECISION MADE: 17-DEC-2001
510(k) SIMMBRY AVATLABIE FRCM FDA

DEVICE: ACON MOP CNE STEP OPIATE TEST STRIP, ACCN MOP STEP OPIATE TEST
SE DECISION MADE: 18-DEC-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: POLARUS CAP SCREW
SE DECISION MADE: 19-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: DURAPRENE STERILE SYNTHETIC POWDER-FREE SURGICAL GLOVES WITH T
SE DECISION MADE: 17-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: REPROCESSED SOFT TISSUE ABLATCRS
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: MODIFICATION TO:APEX MEDICAL IF-4100
SE DECISION MADE: 14-DEC-2001

510(k) STATEMENT

DEVICE: REMEDY MCDEL 2212

SE DECISION MADE: 31-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

L ST /09




SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

APPLIED MEDICAL RESOURCES QURP.
ATIN: ANIL. BHALANI

22872 RVENIDA EMPRESSA

RANCHD SRANTA MARGARITA, CA 92688

ARC MEDICAL, INC.
ATIN: BAL. NCRRIS
322 PATTERSON AVE.
SCOTTDALE, GA 30079

ARISTA LATINDO INDUSTRIAL, LID. P.510(k) NO: K013320
ATIN: LINGA SUMARTA PHONE NO

128 JALAN KYAT HAJI MUHAMMAD

MANSYUR

JAKARTAR BARAT,

ATLANTECH MEDICAL DEVICES LID.
ATTN: NICK WOODS

38 FREEMANS WAY

HARROGATE, NORTH YORKSHIRE,

AUTOGENESIS, INC.

ATTN: JAMES EDWARDS
8700 CLD HARFORD FD.
BALTIMORE, MD 21234

AVID N.I.T., INC. 510(k) NO: K013231

NIT METAL HUB LUTZ EPIDURAL NEEDLE, MCDEL RM2035L

ATIN: SCOTT HENDERSON PHONE NO : 813-818-8705
390 SCARLET HLVD.

CLDSMAR, FL 34677

BAXTER HEALTHCARE CORP.
508310, 5C8302, 5C4471, 504469

510(k) NO: KO12968
PHONE NO : 949-713-8327

510(k) NO: KO11212
PHONE NO : 800-950-2720

3

510(k) NO: K013334
PHONE

510(k) NO: K013818
PHONE NO : 410-665-2017

510(k) NO: K012988
PHONE NO : 847-473-6079

BAYER CORP.

ATIN: KENNETH T EDDS

511 BENEDICT AVE.
TARRYTOWN, NY 10591-5097

BAYER CCRP.

ATIN: KENNETH T EDDS

511 BENEDICT AVE.
TARRYTCWN, NY 10591-5097

510(k) NO: K012337
PHONE NO : 914-524-2446

510(k) NO: K013568
PHONE NO : 914-524-2446

622 166 20201195

NO : 44 142 3888806

08-JBN-2002
Page 2

DEVICE: APPLIED ACCESS SEAL
SE DECISICN MADE: 03-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: FILTERFLO H
SE DECISICN MADE: 20-DEC-2001
510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: BLUE LATEX EXAMINATION GLOVES, POWDER FREE
SE DECISION MADE: 19-DEC-2001

510(k) STATEMENT

DEVICE: ENDOFLIP

SE DECISICN MADE: 13-DEC-2001
510(k) STATEMENT

DEVICE: AUTCGENESIS AUTCMATOR, MODEL M1000
SE DECISION MADE: 05-DEC-2001

510(k) SUMMARY AVAILAELE FRCM FDA

DEVICE: AVID-NIT PLASTIC HUB LUTZ EPIDURAL NEEDLE,MODEL RP2035L, AVID-
SE DECISION MADE: 03-DBC-2001

510(k) STATEMENT

DEVICE: HOMECHDICE PERSONAL CYCLER PERTTONEAL DIALYSIS SYSTEM, MODELS
SE DECISION MADE: 05-DEC-2001

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BAYER ADVIA IMS SYSTEM; C-REACTIVE PROTEIN SYSTEM

SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: CEA ASSAY FOR THE ADVIA INTEGRATED MCDULAR SYSTEM
SE DECISION MEDE: 21-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

BEQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC~2001

BAYER DIAGNOSTICS OORP.

ATTN: BARBARA PREISEL-SIMMINS
63 NORTH STREET

MEDFIELD, MA 02052

511 mmr AVE
TARRYTOWN, NY 10591~-5097

TARRYTOWN, NY 10591-5097

BECKMAN COULTER, INC.

IN CALIBRATOR

ATIN: MARY BETH TANG

200 SOUTH KRAEMER EIVD.,W-104
BREA, CA 92822-8000

BECKMAN QOULTER, INC.
ATIN: IOURDES COBA

11800 sW 147TH AVENUE
MIAMI, FI, 33186~2500

BECKMAN COULTER, INC.
ND IX20 PRO)

ATIN: ANNETTE HELLIE
200 SOUTH KRAEMER ELVD.
BREA, CA 92822

510(k) NO: K012183
PHONE NO : 508-359-7711

510(k) NO: K013406
PHONE NO : 914-524-2446

KO13606
914-524-2446

510(k) NO
PHONE NO

e v

510(k) NO: K013076
PHONE NO @ 714-961-3777

510(k) NO: KO13842
PHONE NO : 305-380-4079

510(k) NO: K014034
PHCNE NO : 714-993-8767

BECTON DICKINSON INFUSION THERAPY 510(k) NO: K013800

GUARD FRO, INTIMA, AND SAF-T-INTIMA

ATTN: LESLIE WD
9450 SOUTH SIAIE ST.
SANDY, UT 84070

BICLITEC, INC.
ATIN: CARCL J MORELIO

515 SHAKER ROAD

EAST LONGMEADOW, MA 01028

BIOMET MANUFACTURING, INC.
ATIN: SARA B SHULTZ

P.O. BOX 587

WARSRW, IN 465810587

INTRAVASCULAR CATHETE
PHNE NO : 801-565-2504

510(k) NO: K013193
PHONE NO : 413-525-0600

510(k) NO: K012469
PHONE NO : 219-267-6639

08-JAN-2002

(SE) 510(K) SUMMBRIES CR 510(K) STATEMENTS
Page 3

DEVICE: BAYER DIAGNOSTICS ADVIA CENTAUR TCQHOPLASMA IGG ASSRY
SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: ADVIA CENTAUR HOMOCYSTEINE ASSAY
SE DECISICN MADE: 18-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ACS 180 HOMOCYSTEINE ASSAY
SE DECISION MADE: 21-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: SYNCHRON SYSTEMS VANCCMYCIN REAGENT; SYNCHRON SYSTEMS VANCOMYC
SE DECISION MADE: 12-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: IMMUNO-TROL LOW CELLS
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: MIDIFICATICN TO SYNCHRON LX CLINICAL CHEMISTRY SYSTEMS (LX20 A
SE DECISION MADE: 18-DEC-2001

510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: IMSYTE, ANGIOCATH, INSYTE AUTOGUARD, ANGIOCATH AUTOGUARRD, AUTC
SE DECISION MADE: 21-DEC-2001

510(k) SUMMRARY AVATIAELE FROM FDA

DEVICE: MEGA BEAM/CERALAS NCNSTERILE COLLTMATING HANDPIECE
SE DECISION MADE: 21-DEC-2001
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: RESCRBABLE NO PROFILE SCREW AND WASHER
SE DECISICN MADE: 03-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISIONS RENDERED DURING

BICMET ORTHOPEDICS, , INC,
ATTN: SARA B SHULTZ

P.O. BOX 587

WARSAW, IN 46582

BICMET CRTHOPEDICS, , INC.
ATIN: TRACY J BICKEL

P.O. BOX 587

WARSHW, IN 46581-0587

WARSEW, IN 46581-0587
BICQMET, INC.

BIQMET, INC.

ATIN: SARA BAIIEY SHULTZ
P,O. BOX 587

WARSAW, IN 46581-0587

BIOMET, INC,

ATTN: SARA B SHULTZ
56 EAST BELL DRIVE
PO BOX 587
WARSAW, IN 46582

BICMET, INC.

ATIN: SARA B SHULTZ
56 EAST BELL DRIVE

PO BCOX 587

WARSAW, IN 46581-0578

BIOPLATE, INC.

ATIN: CAROL E JONES
6911 MELROSE AVE.

1OS ANGELES, CA 90038

BIOFLATE, INC.

ATIN: CARCL E JONES
6911 MELROSE AVE.

LOS ANGELES, CA 90038

B510(k) NO:
PHONE NO :

510(k) NO:
PHONE

NO @

510(k) No:
PHONE NO 3

510(k) NO:
PHCNE NO 3

510(k) NO:
PHONE NO :

510(k) NO:
PHNE NO :

510(k) NO:
FHNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO ¢

KD13534
219-267-6639

KR013657
219-267-6639

K993836
219~267-6639

K011139
219-372-1761

K011451
219~372~1568

K012569
219-267-6639

K012572
2185-267-6639

K013050
323-549-8500

K013055
323-549-9500

BQUIVALENT (SE) 510(K) SUMMBRIES OR 510(K) STATEMENTS
THE PERICD 01-DRC-2001 THROUGH 31-DEC-2001

O8-TAN-2002
Page 4

DEVICE: SELF-COUNTERSINKING BONE SCREW
SE DECISION MADE: 17-DEC-2001
510(k) SUMMARY AVAITARIE FROM FDA

DEVICE: MODIFICATION TO: BICMET HUMERAL CABLE PLATES
SE DECISION MADE: 03-DEC-2001
510(k) SIMMARY AVAILARLE FROM FDA

DEVICE: GENERATION 4 BONE CEMENT

SE DECISION MADE: ]19-DEC-2001

510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: LORENZ LACTOSORB PANELS AND FASTENERS
SE DECISION MADE: 20-DEC-2001

510(k) SOMMARY AVATIABLE FROM FDA

DEVICE: REUNITE FUSION SCREW

SE DECISICN MADE: 10-DEC-2001
510(k) SUMMARY AVAITABLE FROM FDA

DEVICE: MODIFICATION TO: INJECTARLE MIMIX

SE DECISION MADE: 21-DEC-2001

510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: SOFT TISSUE SCREW AND WASHER

SE DECISION MADE: 03-DEC-2001

510(k) SUMMARY AVAITARIE FROM FDA

DEVICE: THE BIOPLATE ZIP CRANIOTCMY FIXATION SYSTEM

SE DECTSION MADE: 10-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: THE BIOPLATE BIOCLIP CRANIOTOMY FIXATION SYSTEM
SE DECISION MADE: 07-DEC-2001
510(k) SUMMARY AVATIARIE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

BOQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

BIOTBEQUE AMERICA, INC.
ATIN: DENIS DORSEY

340 EAST MAFLE AVE., #204-C
IANGHORNE, PA 19047

BKG OPIHALMICS USA, INC.
ATIN: ART WARD

962 ALLEGRO LANE
APCLIO BEACH, FIL 33572

VISTA, CA 92083
BYPASS LID.

OM,MWM(2OIO4OMQMDMW
KAHAN

ATIN: JONATHAN S
555 THIRTEENTH STREET NW
WASHINGTCN, DC 20004~1109

CATRD TECHNOLOGY
ATIN: JAMES H BROWN
205 CAMDEN CHASE
COLIMBIA, SC 29223

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE

KO13289
215-750-8071

K013151
813-645-2855

K013177
217-342-3412

K013866

NO : 408-895-3625

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

510(k) NO:
PHONE

K011889
508--652-5972

K0O13789
510-440--7604

K013928

NO @ 760-599-3000

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

K011589
VESSELS),
202»637-—5910

K012686
8037361289

08-JAN-2002

(SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
Page 5

DEVICE: BIOTEQUE VAGINAL PESSARIES
SE DECISION MADE: 27-DEC-2001
510(k) STATEMENT

DEVICE: ASMOTOM AUTCMATED TREPHINE SYSTEM
SE DECISION MADE: 14-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: MULTITAK SUTURE SNAP SYSTEM
SE DECISICN MADE: 19-DEC-2001

510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: CONVOY ADVANCED SHEATH KIT
SE DECISION MADE: 14-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ULTRA -THIN SDS BALIOON DILATATION CATHETER
SE DECISICN MADE: 21-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: EXCELSICR SL~10 MICROCATHETER, MCDELS 168581, 168381, 168181,
SE DECISICN MADE: 06-DEC-2001
510(k) SUMMPRY AVATLABLE FROM FDA

DEVICE: PAIN CARE 3200
SE DECISION MADE: 03-DEC-2001
510(k) STATEMENT

DEVICE: CORLINK AAD (3.5 TO 6.0 M M OUTER DIPMETER VESSELS),MODEL 200~
SE DECISION MADE: 26-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: CAIRD TECHNOLOGY HOLTER 2000
SE DECISICN MADE: 13-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

CAIRE, INC.

ATIN: ROGER BRIESE

3505 CQOUNTY RD, 42 WEST
BURNSVILLE, MN 55306-3803

CAMBRIDGE DIAGNOSTICS IRELAND, LID510(k) NO:
ATIN: AVRIL, MURRAY PHONE NO

510(k) NO:
PHONE NO :

GALWRY,
CANE SHL 510(k) NO:
ATTN: DANIEL KAMM PHONE NO :
P.O. BOX 7007

DEERFIELD, IL 60015

CANOPUS MEDICAL SUPPLY (D., LID. 510(k) NO:
R

ATIN: ELIZABETH DENG PHONE NO :
13808 MAGNCLIA AVE.

CHINO, CA 91710

CAPSULE TECHNOLOGIE 510(k) NO:
ATTN: DANIEL KAMM PHONE NO :
PO BOX 7007

DEERFIEID, IL 60015

CARDIOFOCUS, INC. 510(k) NO:
ATIN: JOSEPH CURTIS PHONE NO ¢
10 COMMERCE WAY

NORICN, MA 02766

CIBA VISION CORP. 510(k) NO:
ATTN: STEVEN DOWDLEY PHONE NO :
11460 JOHNS CREEK PKWY.

DULUTH, GA 30097

CIBA VISION CORP. 510(k) NO:
ATIN: STEVEN DOWDLEY PHONE NO ¢
11460 JOHNS CREEK PKWY.

DULUTH, GA 30097

CIRCON VIDEO 510(k) NO:

33, MR-642) URETEROSCOPES, MRO-7 SERIES (MRO-733) URETEROS

ATIN: WAYNE B STERNER PHONE NO :
6500 HOLLISTER AVE,

SANTA BARBARA, CA 93117

K013251
952-882-5071

K013907

08-JAN-2002

(SE) 510(K) SIMMARIES OR 510(K) STATEMENTS
Page 6

DEVICE: SPIRIT 300
SE DECISION MADE: 18-DEC-2001
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: INVERNESS MEDICAL EARLY PREGNANCY TEST

011 353 91757534 SE DECISION MRDE: 18-DEC-2001

K013807
847-374-1727

KO13753
909-465-9188

K013019
847-374-1727

K013901
508~285-1700

K012731
687-415-3897

KD13512
687-415-3897

K011849
805--685~-5100

510(k} SUMMARY AVAILABLE FROM FDA

DEVICE: MICROJET QUARK, MODEL U100 OR U40
SE DECISION MRDE: 12-DEC-2001
510(k} SUMMARY AVATILABLE FROM FDA

DEVICE: DISPOSABLE POADER FREE VINYL SYNTHETIC EXAM GLOVES, WHITE CCLC

SE DECISICN MADE: 10-DEC-2001
510(k) STATEMENT

DEVICE: "DAIACAPTOR"
SE DECISION MADE: 18-DEC~2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: MALLEARLE SURGICAL LIGHTSTIC 180, MODEL 180 (1CM-9CM)
SE DECISICN MADE: 20-DEC-2001
510(k) SWMMARY AVATIABIE FROM FDA

DEVICE: SOLO-CARE PLUS MULTIPURPOSE SOLUTION
SE DECISION MADE: 26-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: AOSEPT CLEAR (ARE CLEANING AND DISINFECTING SOLUTICN
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: MICRO-6~SERIES (MR-6, MR-6L) URETEROSCOPES, MRO-6 SERIES (MR-

SE DECISION MADE: 10-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY
FOR FINAL DECISICNS RENDERED DURING

CIVOO MEDICAL INSTRUMENTS COD., INC510(k) NO:
ATIN: THERESA LEINEN PHONE, NO @
102 FIRST ST. SOUTH

KALONA, IA 52247

CLARUS MEDICAL, LIC. 510(k) NO:
ATIN: TOM BARTHEL PHONE NO
1000 BONE AVE. NORTH

MINNEAPCLIS, MV 55427

CCOMAN & SHURTLEFF, INC. 510(k) NO:
ATTN: KATHRYN WUNDER PHONE NO 3
325 PARARMOUNT DR.

RAYNHAM, MA 02767-0350

COLTENE, , INC. 510(k) NO:
ATIN: H.J. VOGELSTEIN PHONE NO ¢
750 OCRPCRATE DR.

MAHRAH, NJ 07430-2009

CCMPUTER MOTION, INC. 510(k) NO:
ATIN: DAVID U THOMAS PHONE NO

130 CREMONA DRIVE, SUITE B
GOLETA, CA 93117

CCMPUTERIZED MEDICAL SYSTEMS, INC.510(k) NO:
ATIN: MICHREL A PARSONS PHONE NO :
1145 CORPORATE IAKE DR.

ST. LOUIS, MO 63132-1716

CONTACT COLOR SRL 510(k) NO:
ATTN: MARTA E DONAWA PHONE NO :
VIA FONTE DI FAUNO, 22

ROME,

OOCK VASCULAR, INC. 510(k) NO:
ATIN: THOMAS J KARDOS PHONE NO :
RT. 66, RIVER RD.

P.O. BOX 529

LEECHBURG, PA 15656-0529

oK, INC. 510(k) NO:
ATIN: HEIDI MASTEN PHONE NO :

925 SOUTH CURRY PIKE
P.O. BOX 489
BLOCMINGTON, IN 47402

k013721
319-656-4447

K011454
763~525-8401

K013877
508-880-8351

K013400
201-512-8000

KO13804
805-968-9600

K013112
314-993-0003

K011893
390 657 82665

K002958
724-845-8621

K013916
812-339-2235

BOQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

DEVICE: SYNTHETIC POLYSIOPRENE ULTRASCUND TRANSDUCER OWNER
SE DECISICN MADE: 28-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: SPINE SCOPE, MODEL 2180
SE DECISION MADE: 13-DBEC-2001
510(k) SUMMARY AVAITABLE FRCM FDA

DEVICE: CODMAN SLIM-LOC SYSTEM
SE DECISION MADE: 19-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SYNERGY FLOW
SE DECISICN MADE: 10-DEC-2001
510(k) STATEMENT

DEVICE: SOCRATES ROBOTIC
SE DECTISICN MADE: 10-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA

SYSTEM

DEVICE: FOCAL SIM
SE DECISICN MADE: 05-DEC-2001
510(k) SIMMARY AVAILABIE FRCM FDA

DEVICE: COSMETICA (POLYMAOON) SOFT (HYDROPHILIC) CONTACT LENSES
SE DECISICN MRDE: O6-DEC-2001
510(k) SUMARY AVATIABLE FROM FDA

DEVICE: SHAPEARLE DOPPLER FLOW PROBE

SE DECISICN MADE: 18-DEC-2001

510(k) SUMPARY AVATLARLE FROM FDA

DEVICE: MELKER EMERGENCY CRICOTHYROTCMY CATHETER SET
SE DECISION MADE: 20-DBEC-2001

510(k) SUMMARY AVAILARIE FROM FDA

08-JAN-2002
Page 7




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

CRESCO TI SYSTEMS AB
ATIN: PER E NILSSON
350 GLEN QOVE AVENUE
GLEN HEAD, NY 11545

CSIST

AT'TN: CARL ALLETO
1100 LAKEVIEW BIVD.
DENTION, TX 76208

CYBERMED, INC.

WEST SACRPMENTO, CA 95691

DATEX~CHMEDA
ATIN: JOEL, KENT
86 PILGRIM ROAD
NEEDEAM, MA 02492

DEMITE LIMITED

ATIN: WILLIAM H.E. VON CEHSEN
1001 PENNSYIVANIA AVE.

NW 6TH FLOCR

WASHINGTON, DC 20004

DENKA SEIKEN'S
ATIN: SEIYA

WARSAW, IN 46581-0988

510¢(k) NO:
NO 3

:

510(k) NO:
PHONE NO @

510(k) NO:
FHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

K981052
516-759-6390

K012327
214-262-4209

K013878
510-276-2648

KD13423
916-374-3105

K013246
781~449--8685

KO01003
202-347-0066

K011958
033 669 421

K0D13352
219-371-4944

K013430
219-371-4944

08--JAN-2002
Page 8

DEVICE: CRESCO TI IMPLANT CONCEPT
SE DECISION MADE: 18-DEC-2001
510(k) STATEMENT

DEVICE: CSIST DIOOM GATEWNAY/IMAGE MANAGER
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: CYBERMED, INC., V-WORKS
SE DECISION MADE: 07-DEC-2001
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: MICROSCAN DRIED GRAM NEGATIVE OVERNIGHT MIC/COMBO PANELS
SE DECISION MADE: 12-DEC-2001
510(k) STATEMENT

DEVICE: DATEX~CHMEDA S/5 NETWORK AND CENTRAL ‘01
SE DECISION MADE: 11-DEC-2001
510(k) SUMMARY AVAILAKIFE FROM FDA

DEVICE: Z-NET

SE DECTISION MADE: 10-DEC-2001

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: CRP-IATEX (II) SETKEN HIGH SENSITIVITY ASSAY KIT
SE DECISION MADE: 04-DEC-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SUMMIT CEMENTED HIP PROSTHESIS

SE DECISICN MADE: 17-DEC-2001

510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: ACE BIO WIN TIBIAL NATLING SYSTEM

SE DECISICN MRDE: 17-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

EQUTVALENT
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

DEPUY CRIHOPAEDICS, INC.
ATIN: MPRCIA J ARENTZ
700 CRTHOPREDIC DR,
WARSAW, IN 465810988

DESIGNS FOR VISION, INC.
ATIN: AMY GRUMET-AVALIONE
760 KEHLFR AVE.
RONKONKCMA, NY 11779

DIAGNOSTIC CHEMICALS LID.
ATTN: NANCY CLSCAMP

16 MOCARVILIE STREET
CHARLOTTETOWN

¥

DIAMEDIX CORP.

ATIN: LYNNE STIRLING
2140 NORTH MIAMI AVE,
MINMI, FL 33127

DIRMOND DIAGNOSTICS, INC.
ATTN: LINDA M STUNDINER
331 FISKE STREET
HALLISTCN, MA 01746

DISC-O~TECH MEDICAL TECHNOLOGIES,

YOON
39240 LAUREL CANYCN BLVD. $#147
STUDIO CITY, CA 91604

DRAGER MEDIZINTECHNIK GMBH

510(k} NO:
PHONE NO @

510(k) NO:
PHONE NO :
510(k) NO:
PHONE NO :

510(k) NO
PEHCNE, NO

-
3
.
.

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

K013563
219-371-4944

K013880
631-585-3300

K013178
902 566 1396

K013628
305-324~2354

K013850
5084290450

K013449
972 9 9511511

KO13786
860-283~1479

K013271
3107023185

K010793
215-721-5400

(SE) 510(K) SUMMARIES OR 510(K) STATEMENTS O&ng-zooz

Page

DEVICE: LONG TROCHANTERIC NAIL SYSTEM
SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: DAYLITE XENON LIGHT SOURCES
SE DECISION MADE: 07-DEC-2001
510(k) SMMARY AVAILARLE FRCM FDA

DEVICE: DC-UIBC-OO2-CAL, MODEL SE-153
SE DECISION MADE: 18-DEC-2001
510(k) SOMMARY AVATLABLE FRCM FDA

DEVICE: DIAMEDIX IS-ANTI-B2 GLYCOPROTEIN I IGG/IGM TEST SYSTEM
SE DECISICN MADE: 21-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: STANDARD A, STANDARD B, STANDARD C, CAL, SLOPE
SE DECISICN MADE: 21-DEC-2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: MIDIFICATION TO FIXION INTERLOCKING INTRAMEDULIARY NAILING SYS

SE DECISICN MADE: 19-DEC-2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: DRG CRTHOHEX SS BONE SCREW
SE DECISION MADE: 17-DEC-2001
510(k) STATEMENT

DEVICE: DXS DIGITAL X-RAY SYSTEM
SE DECISION MADE: 13-DEC-2001
510(k) STATEMENT

DEVICE: OXYIOG 1000, MCDEL 2MB6840
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVAILAHLE FRCM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISIONS RENDERED DURING

DRUG FHEE ENTERPRISES
ATIN: PERRY RIXKER

1627 5 GRANVILLE AVE. SUITE 3
WEST 1OS ANGELES, CA 90025

EASTMAN KCODAK CCMPANY
ATIN: JUDITH A WALIACE
1669 LAKE AVE.
RXCHESTER, NY 14652

PARSIPPANY, NJ 07054-1079

ELCARE INNOWATICHNS, INC.
AITN: EIROY T CANTRELL
7101 STEPHENSON-LEVEY RD
BURLESCON, TX 76028

ELEKTA INSTRUMENT AB
ATTN: CARCL, PATTERSCON
21911 ERIE LANE

LAKE FOREST, CA 92630

ENCCRE CRIVOPEDICS, INC.
ATTN: JORNNA DROECE
9800 MEIRIC BLVD,
AUSTIN, TX 78758

ETHIOON ENDO-SURGERY,
ATIN: GECRGIA C m
4545 CREEK RD.
CINCINNATT, CH 45242-2839

ETHICON ENDO-SURGERY, INC
ATIN: LINDA HILL

4545 CREEK RORD
CINCINNATI, CH 45242

CANTON, GA 30114

n

510(k) NO:
PHNE NO :

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

sm(k) NO
PHONE NO

.
-
*
H

510(k) NO:
PHONE O :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO

K012390
310-415-7093

K013686
716~724-6111

KD13739
973-299-9300

K010526
817-483-2310

K013861
9494620900

K003324
512-834-6255

KO13413
5133373179

K013493
513-337-7623

KO13226
7707042000

EQUIVALENT (SE) 510(K) SMMBRIES OR 510(K) STATEMENTS
THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

08-JAN-2002
Page 10

DEVICE: NO STEP ON SITE DEUG TEST CUP
SE DECISION MADE: 18-DEC-2001
510(k) STATEMENT

DEVICE: KCDAK DIRECTVIEW TABLETOP CASSETTE
SE DECISION MADE: 07-DEC-2001
510(k) SUM@PRY AVAILABLE FROM FDA

DEVICE: MCDIFICATICN TO EBI XFIX DFS SYSTEM
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MODIFICATION TO THE GRIP
SE DECISICN MADE: 13~-DEC-2001
510(k) SMMARY AVATIIZABRIE FROM FUA

DEVICE: MODIFICATICN TO LEKSELL SURGIPLAN WITH ATLASPACE
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: PLASMA SPRAYED SHOULDER
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: MICRCMARK IT TISSUE MARKER,MODEL C1535
SE DECISION MRADE: 03-DEC-2001
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: INDIGO OPTIMA LASER SYSTEM
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: EVENFIO OCMFORT EASE MANUAL BREAST PUMP KIT
SE DECISICN MADE: 20-DEC-2001

510(k) STATEMENT




SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERIOD 01-DEC-2001 THROUGH 31-DEC-2001

EXRCTECH, INC,

ATIN: ROBERT PAXSON
2320 N.W. 66TH CT.
GAINESVILLE, FL 32653

EXELINT INTL. CO.
ATIN: ARMAND HAMID
5840 WEST CENTINELA AVE.
IOS ANGELES, CA 90045

510(k) NO:
BHONE NO :

510(k) NO:
PHONE NO :

FELTON INTERNATIONAL, INC. 510(k) NO:
ATIN: ALAN FELITON PHONE NO
8210 MARSHALL DRIVE

LENEXA, KS 66214

FIRST MEDICAL, INC. 510(k) NO:
ATIN: GREG HOLIAND PHONE NO
3722 ARVE. SAUSALITO

IRVINE, CA 92606

FLORIDA OPTICAL ENGINFERING, INC.

TDA, 510(k) NO:
ATTN: RICHARD A GRIFFIN PHONE NO :
13709 PROGRESS BIVD., BOX 14

ALACHUA, FL 32615

FOTOMA D.D. 510(k) NO:
ATTN: MOJCA VALJAVEC PHONE NO :
STEGNE 7,

¥
FRIADENT GMBH 510(k) NO:
ATIN: CAROL. PATTERSON PHONE NO :

21911 ERIE LANE
LAKE FCOREST, CA 92630

FUJIFIIM MEDICAL SYSTEM U.S.A., IN510(k) NO:

ATIN: JOSEPH M AZARY PHONE NO
419 WEST AVE.

STAMFORD, CT 06902

FUKUDA DENSHI Usa, INC, 510(k) NO:
ATIN: LARRY WALKER PHNE NO ¢

17725 N.E. 65TH ST., BLDG. C
REDMCND, WA 98052-4911

GENERAL ELECIRIC MEDICAL SYSTEMS 510(k) NO:
ATTN: D, DUERSTELER PHONE NO :
3000 NORTH GRANDVIEW BLVD.

WAUKESHA, WI 53188

KD13211
352-377-1140

K013037
3106490707

KD13256
913-599-1590

K014024
949-262-0411

K013445
386-472-2710

K011939
386 151 11215

K013438
949-462-0900

K013218
203-327-6485

K013273
425-881~7737

K014058
262-317-9463

08-JAN-2002
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DEVICE: MCDIFICATION TO: ACUMATCH L-SERIES BIFCLAR ENDOPROSTHESIS
SE DECISION MADE: 05-DEC~-2001
510(k) SUMARY AVAILABLE FROM FDA

DEVICE: EXCEL A.V FISUTAL NEEDLE SET
SE DECISION MADE: O7-DEC-2001
510(k) STATEMENT

DEVICE: BI-3M NEEDLE~FREE INJECTCOR SYSTEM
SE DECISION MADE: O7-DEC-2001
510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE; MODIFICATICN TO ALPHA DX SYSTEM
SE DECISION MADE: 18-DEC-2001
510(k) STATEMENT

DEVICE: OSPREY SPHERICAL AND TORIC MULTIFOCAL SOFT CONTACT LENSES
SE DECISION MADE: 26-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: FOIONA DUALIS, FOTONA DUALIS PLUS
SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: FRIALIT-2 ESTHETICBASE ABUIMENT
SE DECISION MADE: 20-DEC-2001
510(k) SUMMPRY AVATLABLE FRCM FDA

DEVICE: FUJI SPEED SUITE, FUJI SPEED SUTE PHASE II
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVATIARIFE FROM FDA

DEVICE: FUKUDA DENSHI MODEL HG-500, PULSE OXIMETER MODULE
SE DECISION MADE: 20-DEC-2001
510(k) SMMARY AVATLARIE FROM FDA

DEVICE: ENTEGRA PE PERSONAL DIGITAL ASSISTANT
SE DECISION MADE: 21-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) S510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

DELTA, B.C.,

GOLDEN TECHNOLOGIES, INC,
ATIN: FRED KIWAK

401 BRIDGE ST.

CLD FORGE, PA 18518

GUIDANT CORP.

IC CORTING

ATIN: JENNIFER P RIGGS
26531 YNEZ RD.
TEMECULA, CA 925914628

GUIDANT OORP.

ATTN: NANCY E RALSTCN
26531 YNEZ RD.
TEMBECULA, CA 925914628

H.8. HOSPITAL SERVICES S.P.A.
ATIN: LUCIO IMPROTA

10147 UMBERIAND PLACE

BOCA RATCN, FL 33428

H.S. HOSPTTAL, SERVICES S.P.A.
ATIN: 1OCIO IMPROTA

10147 WEBERLAND PLALE

BOCA RATON, FL 33428

H.8. HOSPITAL SERVICES S.P.A.
ATTN: LUCIO IMPROTA

10147 WMBERLAND PLACE

BOCA RATON, FL 33428

HAND INNOWATIONS, INC.
ATTN: AL WEISENBCRN
8905 SW 87TH AVENUE
MIAMI, FL 33176-2227

510(k) NO:
PHONE NO :

510¢(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510¢(k) NO:
PHIE NO ¢

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO @

510(k} NO:
PHONE NO @

510(k) NO:
PHONE NO @

K12660
312 042 89591

K0O13446
800 667 2130

R012258
570-451-7477

K013092
909-914-4581

K013638
909-914-6654

KO13069
561-477-1671

KO13070
561~477-1671

X¥013071
561-477-1671

K013424
305-829-3437

08--JAN~2002
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DEVICE: GIMMI'ALPHA' ENDOSCOPES & ACCESSORIES
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: GLUSITE, MCDEL GLU002
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: COMPANION MCDEL 221, 321, 421
SE DECISION MADE: 03-DEC-2001
510(k) STATEMENT

DEVICE: HI-TOQUE WHISPER LS AND MS GUIDE WIRE WITH HYDROCOAT HYDROPHIL

SE DECISICN MADE: 13-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MODIFICATION TO VIKING OPTIMA GUIDING CATHETER
SE DECISION MADE: O4-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BIOSPEED
SE DECISION MADE: 12-DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: JAMSHIDI BIOPSY NEEDLE
SE DECISION MADE: 12-DBC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SECURCUT ASPIRATION BIOPSY NEEDLE
SE DECISION MADE: 12-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: INTRAMEDULLARY FIXATION SYSTEM FCR THE HAMD
SE DECISION MADE: 20-DEC-2001
510¢(k) SUMMARY AVAILABLE FRCM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

BQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERIOD 01-DEC-2001 THROUGH 31-DEC-2001

DRIVE
BEAUMONT, TX 77794

HELIO MEDICAL SUPPLIES, INC.

ATIN: YI FEN CHANG
606 CHARCOT AVE.
SAN JOSE, CA 95131

HXMMEDICA OSTEONICS
ATIN: KAREN ARTEMMA

59 ROJTE 17

ALIENDNE, NJ 07401-1677

HORMEDICA OSTEXNICS CQORP.

COATING
ATIN: MARGARET F CROWE
59 ROUTE 17
ALLFNDALE, NJ 07401-1677

ALLENDALE, NJ 07070-2584

HOARMEDICA OSTECNICS CORP.
ATIN: KAREN ARIEMMA

59 ROUTE 17

ALLENDALE, NJ 07401-1677

HMMEDICA OSTEONICS OORP.
ATIN: KAREN ARIEMMA

59 RXJTE 17

ALLENDALE, NJ 07401-1677

510(k) NO:

510(k) No:
PHONE NO :

-

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE RO :

KO13466
409-842-3714

K012583
408-433~3355

K004008
203-329-2700

K013141
847-680~2849

K0O13772
201~-825-4900

KO13475
201~934-4359

KD13676
201-934-4354

KO13688
201-825-4900

K013823
2017608187

08-IAN-2002

(SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
Page 13

DEVICE: SPIFE 2000/3000 LIPOPROTEIN; MCDEL# 3340, 3341, 3342, 3343
SE DECISION MADE: 21-DEC-2001

510(k) STATEMENT
DEVICE: ACUGLIDE

BRAND
SE DECISION MADE: 11-DEC-2001
510(k) STATEMENT

REFDLES

DEVICE: STRESS GUARD, MODEL, HERDEV1
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: MICROGYN PLUS STIMULATICN DEVICE
SE DECISION MADE: 19-DBEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: MODIFICATICN TO HOFFMANN II MICRO EXTERNAL FIXATION SYSTEM
SE DECISION MADE: O3-DECw-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: TRIDENT POROUS TITANIUM ACETABULAR COMPONENT WITH PERI-APATITE

SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: TRIDENT HEMISPHERICAL ACETABULAR SHELILS
SE DECISION MADE: 05-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: MDIFICATION TO XTA SPINAL SYSTEM
SE DECISICN MADE: O5-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: XIA SPINAL SYSTEM
SE DECISION MADE: 19-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISICNS RENDERFD DURING

HOMANA USR, INC, NO
ATIN: H.N. DUNNING PHONE NO
8309 BRYANT DRIVE
BETHESDA, MD 20817

mwxmmm MEDICAL TECHNCEOGY, L.510(k) NO:
s GEOFFREY HSU PHONE NO 3
142'7 GREENBRIAR DR.
ALLEN, TX 75013

ICS MEDICAL 510(k) NO:
ATIN: ROBERT M SIMENSCN PHONE NO
125 CCMMERCE DR.

SCHAUMBURG, IL 60173-5329
IMAGYN MEDICAL TECHNOLOGIES, INC. 510(k) NO:

ATIN: JULIE POWELL PHINE NO @
8850 M-89

RICHLAND, MI 49083

IMPLANT mmzms, INC, 510(k) NO:

ATIN: JACQUEIYN A HUGHES PHRE NO :
4555 RIVERSIDE DR.
PAIM EEACH GARDENS, FL 33410

IN-X CCRP,

ATIN: (HARLIE HENRY
6753 EAST 47TH AVENUE
UNIT D

DENVER, €O 80216

INNOVATIVE GLOVES C0; LD
N CONCENT LABEL CLATM
ATTN: RAJEEV K SOD

11 CHOTEVITTIAYRRUL 3 FD.
HATYAT, SCNGKHLA,

INSTTIUT STRAUMANN AG 510(k) NO:
ATIN: LINDA JALEERT PHONE NO :
RESERVOIR PLACE

1601 TRAPELO RORD

WALTHRM, MA 02451

INVACARE CORP. 510(k) NO:
ATIN: RAE A FARROW PHONE NO
QNE INVACARE WAY

P.O. BOX 4028

ELYRIA, CH 44036-2125

510¢k) NO:
PHONE NO 3

510(k) NO:
PHONE NO

K012199
301~229-2138

K012501
214-284~5433

KO13060

: 800-289-2150

K010166
616-629-2787

K013570
561-776-6819

K004047
303-574-3115

KO13333
661 897 9821

KO13798
800-448-8168

K013516
440-329-6356

BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

DEVICE: DIGICAP
SE DECISION MADE: 19-DEC-2001
510(k) SIMMARY AVATLABLE FROM FDA

DEVICE: H.M.T. ACUPUNCTURE NEEDLE
SE DECISICN MADE: 11~DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: ICS MEDICAL MODEL VG-30 VIDBEO GOGGLES
SE DECISION MADE: 10-DEC-2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: IMAGYN ISOSLEEVE / ISOSTAR NEFDLE SYSTEM
SE DECISION MADE: O3-DEC-2001
510(k) SOMMARY AVATLABIE FRCM FDA

DEVICE: OSSPOTITE DENTAL IMPLANTS
SE DECISION MADE: 17-DEC-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: HOME-AWAY SYSTEM
SE DECISION MADE: 18-DEC-2001

510(k) SUMMBRY AVATLARLE FROM FDA

08-JAN-2002
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DEVICE: LATEX EXAMINATION GLOVES POWDERFREE PCLYMER OOBATED WITH PROTEI

SE DECISION MADE: 07-DEC—2001
510(k) STATEMENT

DEVICE: PROSTHETIC ACCESSORIES
SE DECISION MADE: 19-DEC-2001
510(k) SUMMBRY AVATLABLE FRCM FDA

DEVICE:; INVACARE ELEVATING SEAT OPTION ESS6
SE DECISION MADE: 13-DEC-2001

510(k) SUMMARY AVATLABLE FRCM FDA

TO THE ITI DENTAL IMPLANT SYSTEM




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

JANIN GROUP, INC.

ATIN: JOHN A NAVIS

505 WESTON RIDGE DR.
NAPERVILIE, II. 60563-3932

JAS DIAGNOSTIC, INC.
ATTN: DAVID JCHNSTON
7220 NW 58TH ST.
MIRMI, FL 33166

JOSTRA A

ATIN: KATHLEEN JOHNSON
478 MEDIA RORD

OXFCRD, PA 19363

K-SYSTEMS, KIVEX BIOTEC LID.

B-01

KLINTEHOJ VAENGE 21
BIRKEROD,

K013017

510(k) NO:
PHONE NO @ 630-428-4143

510(k) NO: KO13698
PHONE NO @ 305-418-2320

510(k) NO: K013939
PHONE NO : 610-932-7738

510(k) NO: K013401
PHONE NO : 454 599 5600

KIM INSTTTUTE FOR REHABILITATION M510(k) NO: K011691

KOON SENG SDN.EBHD

PHONE NO : 801-233-0075

510(k) NO: K013537

wmmmmm(zmmmmms)
HENG

ATTN: LIM WENG
PID 3274 BATU 4 1/2

CHICO, CA 95973

LINVATEC CORP.

ATIN: TAURA D SENEFF
11311 CONCEPT BLVD.
LARCO, FL 33773-4908

TIMENIS

AITN: C. ROBERT PAYNE JR.
1249 QUARRY IANE

SUITE 100

PLEASANTON, CA 94566-~3403

PHONE NO : 606 986 8446

510(k) No: KO11960
PHONE NO : 530-345-1767

R013553

510(k) NO:
PHONE NO : 727-399-5234

s %

510(k) NO: K011197
PHONE NO : 925-249-8034

08-JBN-2002
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DEVICE: MEDIGROUP KEY TUBE
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: AST (SGOT)
SE DECISICN MADE: 21-DEC-2001
510(k) STATEMENT

DEVICE: JOSTRA FLOWPROBE FP-32E

SE DECISION MADE: 14-DEC-2001

510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: K-SYSTEMS CULTURE BAG SEALER AND CULTURE BAGS TYPE CBS-1 AND €
SE DECISION MADE: 14-DEC-2001

510(k) STATEMENT

DEVICE: KIMSTIM AURICULAR ELECTRCDE

SE DECISICN MADE: 27-DEC-2001

510(k) STATEMENT

DEVICE: ROYAL IMPERTAL POWDERED LATEX EXAMINATION GLOVES WITH PROTEIN
SE DECISICN MADE: 07-DEC-2001
510(k) STATEMENT

DEVICE: LARES RESEARCH SUNLASE 800P LASER SYSTEM (TO BE SCLD AS "POCKE
SE DECISICN MADE: 21-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: PRE-LORDED ULTRAFIX RC
SE DECISICN MADE: 19-DEC-2001
510(k) SUMARY AVAILARIE FROM FDA

DEVICE: LIGHTSHEFR UV-B PHOIUTHERAPY BQUIPMENT
SE DECISION MADE: 14-DEC-2001

510(k) SUMMARY AVAILARLE FRCM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY FQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

MACROPORE, INC.

ATTN: KENNETH K KLEINHENZ
6740 TOP GUN ST.

SAN DIFGO, CA 92121

510(k) NO: K012025
PHONE NO : 858-4

510(k) NO: KO03075
PHONE NO : 314-645-3049

MASIMO CCRP, 510(k) NO: RO13792

E AND INOP SERTES OF SENSORS AND CABLES

ATIN: JAMES J CRONIN PHONE NO : 949-250-9688
2852 KELVIN RVE.

IRVINE, CA 92614-5826

MASTER & FRANK ENT. (0., LID. 510(k) NO: K012186
ATTN: JENNIFER REICH PHONE NO : 928-773-9488
3892 SOUTH AMERICA WEST TRAIL

FLAGSTAFF, AZ 86001

510(k) NO: K011845
PHONE NO : 410-997-9578
5975 GALES LANE

COLIMBIA, MD 21045

MED GEN, INC. 510(k) NO: KD13244

E SHIELD COMFORICARE MAGNETIC INSCOLES AND ARGIS MICROEE
ATTN: THEDORE BARASH PHONE NO : 561-750-1100
7284 W. PALMETTO PK. RD.

BOCA RAICN, FL 33433-3406

MEDAFOR, INC.

ATIN: PHILIP B JARVI

5201 EAST RIVER RORD, # 312
MINNEAPCLIS, MN 55421-1035

MEDICAL, ANALYSIS SYSTEMS, INC. 510(k) NO: K013734

¢ DADE LIPID CONIROL, LIQUID ASSAYED LIPID CCNIRCL, LEVEL
ATTN: PENNY M LAYMAN PHONE NO @ 805-987-7891
5300 ADOLFO RD.

CAMARIIIO, CA 93012

MEDICAL ANALYSIS SYSTEMS, INC.
ATIN: PENNY M LAYMAN

5300 ADCLFO RD.

CAMARTLIO, CA 93012

510(k) NO: K013225
PHONE NO : 763~571-6300

510(k) NO: K013995
PEONE NO : 805-987-7891

08-JAN-2002
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DEVICE: MACROPORE TS ANTI-ADHESION FILM
SE DECISION MADE: 03-DEC-2001
510(k) SMPARY AVAIIAELE FROM FDA

DEVICE: KNIGHTSTAR 330 VENTILATCR
SE DECISION MADE: 11-DEC-2001
510(k) SUMMPRY AVAILABLE FRCM FDA

DEVICE: MDIFICATION TO MASIMO SET RADICAL PULSE OXIMETER WITH SATSHRR

SE DECISICN MADE: 11-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: MASTER & FRANK SURGICAL GOWNS (STERILE)
SE DECISION MADE: 07-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: MITIOOMP
SE DECISION MADE: 04-DEC-2001
510(k) SUMARY AVAILABLE FRCM FDA

DEVICE: QOMFORICARE COMPRESSION SUPPCRT WITIH MAGNETS AND ABGIS MICROH
SE DECISICN MADE: 07-DEC-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: INSTACLOT FOR OIC USE, TRAUMASSTAT FOR PRESCRIPTION USE
SE DECISION MPDE: 26-DEC-2001
510(k} SUMMARY AVAILARLE FROM FDA

DEVICE: MAS LIPID CONTROL, LIQUID ASSAYED LIPID CONTROL, LEVEL 1 AND 2
SE DECISION MADE: 07-DEC-2001
510(k) STATEMENT

DEVICE: MCDIFICATION TO MAS CARDIOLMMUNE TL; DADE CARDIAC TL
SE DECISICN MADE: 21-DEC-2001
510(k) STATEMENT




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SIMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

MEDICAL MEIRICS, INC. 510(k) NO:
ATTN: ANN TUNSTALL PHONE NO :
4600 NORTH PARK AVE.

SUITE 100

CHEVY CHASE, MD 20815-4518

MEDICAL SCIENTIFIC, INC. 510(k) NO:
ATIN: PAUL NARDELIA PEONE

125 JOEN HANCOCK RD.
TAUNTON, MA 02780

MEDLINE INDUSIRIES, INC. 510(k) NO:
ATIN: ANDREA HAFERKAMP PHONE NO :
ONE MEDLINE PL.

MUNDELEIN, IL 60060-4486

MEDRED, INC. 510(k) NO:
ATTN: FRANK W PELC III PHONE NO :
ONE MEDRAD DR.

INDIANCEA, PA 15051

MEDTRONIC CARDIPC SURGICAL PRODUCTS10(k) NO:
ATIN: ROGER W BRINK PHONE NO =
620 WATSCH SW

GRAND RAPIDS, MI 49504-6393

MEDTRONIC NEURCLOGICAL 510(k) NO:
ATIN: MOXAYA LEE PHONE NO :
800 53RD AVE., N.E.

P.O. BOX 1250

MINNEAPOLIS, MN 55421

MEDTRONIC NEUROSURGERY 510(k) NO:
ATIN: JANET MCAULEY PHONE, NO :
125 CREMOIA DR.,

GOLETA, CA 93117

MEDTRONIC PHYSIO-CONTROL CORP.  510(k) NO:
ATIN: SHERRI L POCOCK PHONE NO :
11811 WILLOWS RD NE BX 97006

REDMOND, WA 98073-9706

MEDTRONIC SOFBMCR DANEK, INC 510(k) NO:
ATTN: RICHARD TREHARNE PHORE MO :

1800 PYRAMID PL.
MEMPHIS, TN 38132

K013098
301-652~6739

K011202

NO : 508-880~7313

K013761
847-837-2759

KR013815
412-767-2400

KO13013
616-643~7337

K013063
763-514-5068

K013000
805-968-1546

K011144
425-867-4332

K011406
901-396-3133

DEVICE: KIMAX REMOTE VIEWING STATION
SE DECISICN MADE: 07-DEC-2001

510(k) STATEMENT

DEVICE: MSI BIPCLAR SHEATH
SE DECISION MADE: 31-DEC-~2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: MEDLINE EXCEL RECLINCER WHEELCHATR
SE DECISION MADE: 06~DEC-2001
510(k) SUMMARY AVAILARLE FRCM FDA

I)EVICE. MEDRAD CWIK~FIT SYRINGE
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: MEDTRCNIC DLP ARTERIAL CANNULA WITH 3D TIP - 22 FR.
SE DECISION MADE: 04~DEC-2001
510(k) SMARY AVAIIABIE FROM FDA

DEVICE: GRIP LOCK ANCEOR, MODEL 411374

SE DECISION MADE: 11-DEC-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MEDIRONIC INVISX BURR HOLE LOCK, MODEL 60520
SE DECISION MADE: 05-DEC-2001

510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: LIFEPRK 600 RAUTCMATED EXTERNAL DEFIBRITIATOR

SE DECISION MADE: 03-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SPINAL MESH SYSTEM
SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

08-JAN-2002
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SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISIONS RENDERED DURING

MEDTRONIC SOFAMCR DANEK, INC.
TREHARNE

DRIVE
SANTA BARBARA, CA 93111

MERITS HEALTH PRODUCTS 0., LID.
ATTN: WINSTON ANDERSCN

P.O. BOX 150356

CAPE QORAL, FL 33915

METALOR WIES Ush

ATTN: BRIXE

255 m L. nxm'sm BLVD.
NORTH ATTLEBOROUGH, MA 02761

MINDWAYS SOFIWARE, INC.
ATTN: CHRISTOPHER CANN
282 SEQOND ST., 4TH FL.
SAN FRANCISCO, CA 94105-3130

ATTN: mm M MIEIN
555 THIRDTEENTH ST
WASHINGICN, DC 20004»1109

MOJCA VALIJAVEC

ER SYSTEM

ATIN: MUJCA VALJAVEC
FONTCNA -D.D

STEGNE 7

LJUBLIJANA,

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE

K013663
901~396-3133

K013829
901~-396-3133

K014076
901~396-3133

KD11500

NO : 805-879-6304

810(1{)

.
»
e
s

NO
PHONE NO
510(k) NO:

PHONE NO ¢

510(k) NO:
FNE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHIONE NO

K013788
800-963-7487

R013505
8005545504

K002113

¢ 415~247-9930

K013040
202-637-5600

K013047

EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

" DEVICE: MENTCR

08-JAN-2002
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DEVICE: CEMENT RESTRICICR
SE DECISION MADE: O5-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MCDIFICATION TO TOWNLEY TRANSFACETPEDICULAR SCREW FIXATION SYS

SE DECISICN MADE: 19-DEC~2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: MODIFICATION TO TSRH SPINAL SYSTRM
SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

CONTOUR PROFILE TISSUE EXPANDER
SE DECISION MADE: 03-DEC-2001
510(k) SUMMARY AVATTARLE FRCM FDA

DEVICE: TRAVEL EASE ELECTRIC SOOOTER, MODEL PICNEER 5
SE DECISION MADE: 11-DEC-2001
510(k) STATEMENT

DEVICE: AUROFLUID PLUS
SE DECISION MADE: 19-DEC-2001
510(k) STATEMENT

DEVICE: CTXA HIP; CTXA; QCT PRO CIXA HIP
SE DECISION MADE: 04-DEC-2001
510(k) SOMMARY AVAITABLE FRCM FDA

DEVICE: LIGHT SABER INTRODUCER NEEDLE

SE DECISION MADE: 07-DEC-2001

510(k) SOMMARY AVAILARLE FRCM FDA

DEVICE: FOIONA DUALIS ND:YAG LASER SYSTEM, FOICNA TWINLIGHT ND:YAG LAS
SE DECISICN MADE: 06-DEC-2001

510(k) SUMMARY AVAILABLE FRCM FDA




SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMBRIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

NASTECH PHARMACEUTTCAL COMPANY, INS10(k) NO:
PHONE

ATIN: PETER C APRILE
BAUPPRUGE, NY 11788-3605

NEO METRICS, INC.

ATIN: GENE CHAMPEAU
15301 HIGHWAY 55 WEST
MINNEAPCLIS, MN 55447

NICHOLS INSTTTUTE DIAGNOSTICS
MXE (1-84) mmssay
ATTN: ROBERT

33051 CALLE AVI“NJCR

SAN JUAN CAPISTRANO, CA 92675

NICCLET VASCULAR, INC.
ATIN: DAVID W WAGNER
6355 JOYCE DR.

GOLDEN, €O 80403

NOMOS CORP.

APIN: FRANCIS X DOBSCHA
2591 WEXFCRD BAYNE RD., #400
SEWICKLEY, PR 15143

ATIN: WSI‘W&&N
555 THIREENTH STREET
WASHINGION, DC

NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO

(3

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO 3

510(k) NO:
-

K012088
631-273-0101

K013024
763-559-4440

K013992
949--240--5417

RO13419
303-431-9400

K013287
8592248256

K013293

NO : 859-224-8256

510(k) NO:
PHONE NO @

510({k) NO:
PHONE NO @

510(k) NO:
PHONE NO @

K013036
724-934-8242

K013436
202-637-5794

RO13377
301-770-95%0

08-~JAN-2002
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DEVICE: NASTECH MAMMARY ASPIRATION SPECIMAN CYTCLOGY TEST MASCT
SE DECISION MADE: 18-DEC-2001
510(k) SIMMARY AVAILABLE FRCM FDA

DEVICE: SELBCTIVA GUIDEWIRE
SE DECISION MADE: 04-DEC-2001
510(k) SMMARY AVATIABLE FRCM FDA

DEVICE: NICHOLS ADVANTAGE CHEMILUMINESCENCE BIO-INTACT PARATHYROID HOR

SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATLAHLE FRCM FDA

DEVICE: NICOLET ELECTROMAGNETIC NAVIGATTON SYSTEM
SE DECISION MADE: 20-DEC-2001
510(k) STATEMENT

DEVICE: NIPRO SAFELET CATH
SE DECISION MADE: O3-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: NIPRO HYFCDERMIC NEEDLE
SE DECISICN MADE: 14-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: NOMOS MOTCRIZED CRANE 11
SE DECISICN MADE: 07-DEC-2001
510(k) SIMMARY AVAILABLE FRCM FDA

DEVICE: NORMATEC PCD

SE DECISION MADE: 21-DEC-2001

510(k) SUMMPRY AVATIAELE FROM FDA

DEVICE: BIGMEDICS UV CCLCRS (OCUFILOCN D) SOFT (HYDROPHILIC) CONTACT T
SE DECISION MADE: 20-DEC-2001

510(k) SUMMARY AVATIABLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CURH SUBSTANTIALLY

BOUIVALENT
FCR FINAL DECISIONS RENDERED DURING THE PERIOD 01-DEC-2001 THROUGH 31-DEC-2001

CDIN MEDICAL TECHNCEOGIES LID.
ATIN: ADI ICKOWICZ
P.O. BOX 248

2 CCRPCRATE .
MELVILLE, NY 11747-3157

CLYMPUS OPTICAL CO., LID.

BQUIPMENT

ATIN: LAURR STORMS-TYLER
TWO CORFORATE CENTER
MELVILLE, NY 11747-3157

OPTICAL DIAGNOSTICS, INC.
ATIN: JORCE DE WIT
490 MI. FURY CIRCIE SW

ISSAQURH, WA 98027

CRTHO-CLINICAL, DIAGNOSTICS
ATIN: MARLENE A SHULMAN
100 INDIGO CREEK DRIVE
ROCHESTER, NY 14626-5101

m.
HUNT VALIEY, MD 21031-1201

510(k)
PHONE

.
.
-
-

NO
NO
510(k) No:
FEONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

K010850
972 495 91010

K010388
410-888-5204

KD13066
631-844-5688

K013591
631-844-5688

K013110
425-391-9259

K013900
716-453-4041

KD11887
800-500-0381

K013094
202-546-1266

K012762
410-785-0700

08~JAN--2002
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DEVICE: POLESTAR N~10
SE DECISION MADE: 17-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: SCNDREX P.A.L. SYSTEM
SE DECISION MADE: 11-DEC-2001
510(k) STATEMENT

DEVICE: HX~5/6-1 ENDOSCOPIC CLIPPING DEVICE
SE DECISION MADE: 11-DRC-2001
510(k) SUMMARY AVAIIARLE FROM FDA

DEVICE: XENF-TP RHINO-LARYNGOFIBERSCOPE, ITS ACESSCRIES AND ANCILIARY

SE DECISION MADE: 26-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: RANISEIKONIA INSPECIOR
SE DECISION MADE: 19-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: VITROS IMMUNCOIAGNOSTIC PRODUCTS VITAMIN B12 RANGE VERIFIERS
SE DECISION MADE: 21-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: AVALON CUP SYSTEM
SE DECISION MADE: 27-DEC-2001
510(k) STATEMENT

DEVICE: ORTHOSCNIX ENERGEX

SE DECISION MADE: 14-DEC-2001

510(k) SUMMARY AVATILABLE FROM FDA

DEVICE: MJS POSTERIOR STABILIZED KNEE SYSTEM

SE DECISION MRDE: 11-DEC-2001
510(¢k) STATEMENT




SUBMITTER RDDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

REDWOCD CITY, CA 94063

PHAMPTECH INC.,
ATIN: CARL. MONGIOVI

92126

SAN DIEGO, CA

PHAMATECH  INC.

ATIN: CARL MNGIONVI
9530 PADGETT ST., #101
SAN DIEGO, CA 92126

PHAMATECH INC,

ATIN: CARL -MONGIOVI
9530 PADGETT ST,, #101
SAN DIFGO, CA 92126

PHAMATECH INC.

ATIN: CARL MIGIOVI
9530 PADGETT ST., #101
SAN DIBGO, CA 92126

PHAMATECH INC.

ATIN: CARL: MNGIOVI
9530 PADGETIT ST., #101
SAN DIECO, -CA 92126

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO
510(k) NO:
PHONE NO @
510(k) NO:
PHONE NO @

510(k) NO:
PHONE :

-

510(k) NO:
PHONE NO :

510(k) NO:
PEONE

K013371
508-643-0434

RO12588

441 125 6841144

K013028
919-363~2432

K013683
650~474-3202

K013407
8586355840

K013408
858-635-5840

K013409

NO : 858-635-5840

510(k) NO:
PHONE NO @

SIO(k) NO:
PHONE NO

PHILIPS MEDICAL SYSTEMS NORTH AMERS10(k) NO:

ATIN: PETER ALIMAN

PHONE NO

K013410
858-635-5840

K013412
858-635~5840

K013344
203-926-7031

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS

DEVICE: UBIT-IR300 INFRARED SPECTROMETRY SYSTEM
SE DECISION MADE: 21-DEC-2001
510(k} SUMMARY AVATLARLE FRCM FDA

DEVICE: OXOID PYLORI TEST KIT, MODEL DRO130M
SE DECISION MADE: 10-DEC-2001
510(k) STATEMENT

DEVICE: PALCMAR SLP 1000
SE DECISICN MADE: 06-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

08-JAN-2002
Page 21

DEVICE: MODIFICATION TO: ABBOTT VASCULAR SUTURE ANASTCMOSIS DEVICE

SE DECISION MADE: 06-DEC-2001
510(k) SMARY AVAITARLE FROM FDA

DEVICE: AT HOME DRUG TEST, MIDEL 9084
SE DECISICN MADE: 06-~DEC~2001
510(k) SUMARY RVATIABIE FROM FUA

DEVICE: AT HOME DRUG TEST, MODEL 9079
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: AT HOME DRUG TEST, MODEL 9074
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: AT HOME DRUGC TEST, MODEL 9064
SE DECISICN MADE: 06-DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: AT HOME DRUG TEST, MODEL 9069
SE DECISICN MADE: 06-DEC-2001
510(k) SUMMARY AVATLAHLE FROM FDA

DEVICE: INTERA I/T
SE DECISICN MADE: 11-DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA




SUBMITTER ADDRESS LISTING FOR (DRH SUBSTANTIALLY

BCOUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

PHILIPS MEDIZINSYSTEME BOBLINGEN G510(k) NO: K013624

N.?G PATIENT MONITORS, BLOCD ANALYSIS PORTAL SYSTEM PLUG-I
¢ DENISE HALEY PHONE NO @ 978-687--1501

3000 MINUTEMAN RORD

ANDOVER, Ma 01810

PHOENIX DIAGNOSTICS, INC.
ATIN: RAM NUNNA

8 TBCH CIRCLE
NATICK, MA 01760

510(k) NO: KO13451
PHONE NO @ 508-655-8310

KD13340

510(k) NO
PHONE NO : 888-741-7587

" e

510(k) NO: K014099
PHONE NO : 317-870-5610
7736 ZIONSVILIE ROD.
INDIANARCLIS, IN 46268

510(k) NO: K012108
PHONE NO : 678-479-1610

NEWNAN, GA 30265
PORGES S.A.

IP, DELINOTTE TIP, DUFOUR TIP,
ATIN: mﬂ) ISMAFL,

510(k) NO: KO13172
"OVER ‘THE GUIDE" TIP

PRECISICH BICLOGIC
ATIN: STEPHEN L DUFF
WWMLF& SUTTE 100

510(k) NO: K013708
PHONE NO : 902 468 6422

DARTMOUTH, N.S.,
PULPDENT CORP. 510(k) NO: K013411
ATTN: KENNETH J BERK PHONE NO : 617-926-6666
80 CAKLAND ST.

.0. BOX 780

WATERTOAN, MA 02471-0780

PULSE METIRIC, INC.

ATIN: ROBERT DUFFY

11777 SORRENTO VALLEY ROAD
SAN -DIEGO, CA 92121

510(k) NO: KO13358
PHONE NO : 858-480-1171

, MCDEL
PHONE NO : 331 460 13232

08-JAN-2002
Page 22

(SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
DEVICE: MCDIFICATION TO AGILENT COMPONENT MONITORING SYSTEM (CMS), V24
SE DECISICN MADE: 03-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA
DEVICE: PHOENOIX ISE REAGENTS FOR ROCHE HITACHT, MODELS 700/900 SERTES
SE DECISICN MADE: 18-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: RT-PLUS KNEE ADDITIONAL COMPONENTS
SE DECISICN MADE: 20-DBEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BIOSCANNER PLUS
SE DECISICN MADE: 21-DEC-2001
510(k) SUMMBRY AVATLABLE FROM FDA

DEVICE: MEDFOR COATED TEAR DRAIN
SE DECISICN MADE: 19-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: PORGES SILICONE PROSTATECTOMY CATHETER, STRAIGHT CYLINDRICAL T
SE DECISION MADE: 20-DEC-2001

510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: REFERENCE CHECK

’ ' NRBER~RCN-10
SE DECISION MADE: 10-DEC-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: PULPDENT CAVITY PREPARATICN IV

SE DECISION MADE: 12-DEC-2001

510(k) SUMMPRY AVATLARLE, FROM FDA

DEVICE: DYNAPULSE 5000A MINI AEP BLOCD PRESSURE MONITORING SYSTEM

SE DECISICN MADE: 13-DEC-2001
510(k) STATEMENT




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

RADT MEDICAI SYSTEMS AB 510(k) NO:
CDEY, 12720

ATIN: MATS ml@ FONE NO
PATMBLADSGATAN

UPPSALA,

RADIOMED CORPCRATION 510(k) NO:
ATIN: GORDON ROBERTS PHONE NO ¢

TYNGSBORO, MA 01879-1400

RADICNICS, A DIVISION OF TYCO HEAL510(k) NO:

ATTN: KEVIN J O'CONNELL PHONE NO :

22 TERRY AVE.

BURLINGICN, MA 01803

RANDOX TABORATORIES, LID. 510(k) NO:

ATIN: P, ARMSTRONG PHONE NO ¢

55 DIAMOND RD.

CRIMLIN, CO. ANTRIM,

REMINGTON PRODUCTS COMPANY, L.L.C.510(k) NO:
: PAMELA J FURMBN PHONE NO :

1400 SIXTEENTH ST. N.W.

SUITE 400

WASHINGTON, DC 20036

RENNELS MEDICAL CORP. 510(k) NO:

ATTN: DAVID LEE PHONE NO :

PO BOX 3626

MORGENTON, NC 28680--3626

RESPIRONICS HEALTHSCAN, INC. 510(k) NO:

ATTN: SUSAN D GOLDSTEIN-FALK PHONE NO :

55 NORTHERN BLVD.,

SUTTE 200

GREAT NECK, NY 11021

RESPIRONICS, INC. 510(k) NO:

ATTN: DAVID J VANELIA PHONE NO :

1001 MURRY RIDGE LANE

MURRYSVILLE, PA 15668

RESPONSE BICMEDICAL CORP. 510(k) NO:

ATTN: WILLIAM J RADVAK PHONE NO :

K013943
461 816 1000

KD13660
978-649-0300

KD13661
781-272-1233

K011393

44 289 4422413

KD13328
202-789-1212

K013200
828-437-1085

K013027
516-482--9001

KD12323
724-733-5866

K012040
6804 681 4101

O8-JAN-2002
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DEVICE: RADIANALYZER, MODEL 12710, RADIVIEW (PC-SOFTWARE ACCESSORY), M

SE DECISION MADE: 18-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: GENETRA
SE DECISION MADE: O5-DEC-2001
510(k) SRARY AVATLABLE FROM FDA

DEVICE: XPLAN 2.2 WITH THE BODY SYSTEM
SE DECISICN MADE: 03-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE:; RANDOX PHENYTOIN
SE DECISION MADE: 04-DEC-200]

510(k) STATEMENT

DEVICE: REMINGTON PRRAFFIN SPA, MODELS HS-200. PFS-600
SE DECISION MADE: Q3-DEC-2001

510¢k) SUMMARY AVATLABLE FROM FDA

DEVICE: RENMED QUNTAMI-SHIFEID BREATHING CIRCUIT SLEEVE, MODEL 9999/01
SE DECISICN MADE: 14-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: MISTER NEB NEBULIZER COMPRESSOR, WITH NEBULIZER, MODEL HS123
SE DECISICHN MADE: O6-DEC-2001

510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: BIPAP SYNCHRONY ) SUPPCRT SYSTEM
SE DECISION MADE: 20-DEC-2001

510(k) SIMMARY AVATIABLE FROM FDA

DEVICE: RAMP MYOGIOBIN ASSAY
SE DECISICN MADE: 18-DEC-2001
510(k) SUMMARY AVAILABLE FRCM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY

BQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

REYNCLDS MEDICAL LID.

ATIN: GEORGE MYERS

377 RI. 17 8.

HASBROUCK HEIGHTS, NJ 07604

RILEY MEDICAL, INC.

ATIN: MARY MCNAMARA-CULLINANE
49 PLAIN STREET

NORTH ATTLEBORO, MA 02760

ROCHE DIMGNOSTICS CORP.
ATIN: MIKE FLIS

9115 HAGUE RORD

P.O. BOX 50457
INDIANAPCLIS, IN 46250-0457

ROCHE DIAGNOSTICS CORP.
ATIN: KERWIN KAUFMAN
9115 HAGUE RD.
INDIANAPOLIS, IN 46250

SA SCIENTIFIC, INC.
ATTN: RICARDO R MARTINEZ
4919 GOLDEN QUATL

SAN ANTCNIO, TX 78240

101 mm;mm BLVD.
SUITE 302
STATE CCLLEGE, PA 16803

SANYO NCRIH AMERTCA OORP.
IC,AND MCO-175M

ATIN: SACHI KATAOKA

900 N. ARLINGTCN HEIGHTS RD
SUITE 310

TASCH, IL 60143-2844

SAUFLON PHARMACEUTICALS, LID.
ATIN: LIGIA DELACRUZ

49-53 YORK ST,

TWICKENHRAM, MIDDIESEX,

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k)
PHONE NO

"
4
-
*

510(k) NO:
PHONE NO

510(k) NO:
PHONE RO

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

K013367
201~727-1703

K993535
508-643-0434

NO: KD12324

800--428-5074

K013482
317-521-7637

K013379
210-699-8800

K013801

: 760-918-9908

K011323
814-234-7748

k013703
6308753536

KO10559

440 208 3224200

O8-JAN-2002

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
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DEVICE: CARDIOCOLLECT PORTABLE ELECTROCARDIOGRAPH
SE DECISION MADE: 13-DEC-2001
510(k) SUIMVMARY AVATLARIE FROM FDA

DEVICE: METAPAK MULTI-PURPOSE INSTRUMENT TRAY
SE DECISION MADE: O7-DEC--2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: AOCU-CHEK BACTIVE TEST SYSTEM

SE DECISION MADE: O5-DEC-2001

510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: ABUSCREEN CNLINE OPIATES 300 / 2000

SE DECISION MRDE: 21-DEC-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: SAS STREPALERT
SE DECISION MADE: 12-DEC-2001
510(k) STATEMENT

DEVICE: ULTRASAFE DENTAL INJECTION SYSTEM

SE DECISION MADE: 13-DEC-2001

510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: HIGH SENSITIVITY CORTISCL ENZYME IMMUNOASSAY, MODEL 1-0101/1-0
SE DECISION MADE: 17-DEC-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SANYO CO2 INCUBATCRS, MCDELS NOS. MOO-17AC, MOD-17AIC, MOO-20A
SE DECISION MADE: 14-DREC-2001

510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: SAUFLON MULTI LENS CARE SYSTEM

SE DECISICN MADE: 20-DEC-2001
510(k) SUMMARY AVATLABLE FROM FDA




SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY
FOR FINAL DECISIONS RENDERED DURING

SAUFLON PHARMACEUTICALS, LID. 510(k) NO:
ATTN: LIGIA DELACRUZ PHONE NO :
49-53 YORK ST.

TWICKENHAM, MIDDLESEX,

SGMP 0., LTD. 510(k) NO:
CE VERA AND VITAMIN E

ATIN: JANNA TUCKER PHONE NO :

198 AVENUE DE 1A D’EMERALD
SPARKS, NV 89434

SHANTOU INSTITUTE OF ULTRASCNIC INS10(k) NO:

ATTN: BOB ILEIKER PHONE NO :
1106 CHILTERN DRIVE

WALNUT CREEK, CA 94596

SIEMENS ELEMA AB 510(k) NO:
ATTN: DIANE WURZBURGER NO :

ISELIN, NJ 08830-2770

SIEMENS MEDICAL SYSTEMS, INC.
ATIN: JAMIE YIEH

186 WoOD AVENUE SOUTH

ISELIN, NJ 08830

510(k) NO:
PHNE NO @

SIGMA DIAGNOSTICS, INC. 510(k) NO:
ATTN: WILLIAM R GILBERT IT PHONE NO :
545 SOUTH EWING AVE.

ST. LOUIS, MD 63103

SIMS LEVEL 1, INC. 510(k) NO:
ATIN: GABRIEL J MURACA, JR. PHONE NO :
160 WEYMOUTH ST.

ROCKLAND, MA 02370

SINCIAIR PHARMACEUTICALS, LTD.  510(k) NO:
ATIN: PRISCILIA OCK PHONE NO :
1 AIDER BROOK

CHINLEY, HIGH PERK,

SIRONA DENTAL SYSTEMS GMBH 510(k) NO:
ATTN: SHETLA M HEMEON-HEYER PHONE NO ¢

49 PLAIN STREET
NORTH ATTLEBORO, MA 02760-4153

RO13649
442 083 224200

K013288
775-342-2612

K013327
925-556~1619

K010925
732-321-4765

K013586
732-321~4625

K013549
314-286-6693

K011907
781-878-8011

KO13056
44 166 3750410

KO13650
508-643-0434

BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
THE PERTCD 01-DEC-2001 THROUGH 31-DEC-2001

08-JAN-~-2002
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DEVICE: SAUFLON 55 UV SOFT (HYDROPHILIC) CONTACT LENS
SE DECISION MADE: 26-DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: NON-STERILE POWDER FREE GREEN IATEX EXAMINATION GLOVES WITH AL

SE DECISION MADE: 03-DEC-2001
510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE: CIS-415
SE DECISION MADE: 14-DEC-2001
510(k) SUMMRRY AVAILABLE FROM FDA

DEVICE: SERVOL VENTIIATCR SYSTEM, MCDEL 64 87 800 E407E
SE DECISION MADE: 18-DEC-2001

510(k) SUMMARY AVAITAELE FRCM FDA

DEVICE: MAGNETCM TRIO SYSTEM
SE DECISICN MADE: 28-DEC-2001
510(k) SUMMARY AVAITAHIE FROM FDA

DEVICE: SIGMA DIAGNOSTICS AUTO D-DIMER CALIERATCR, MODEL A7971
SE DECISICN MADE: 26-DEC-2001
510(k) SUMMPRY AVAILABLE FROM FDA

DEVICE: SNUGGLE WARM 4000 WARMING SYSTEM
SE DECISION MADE: 18-DBC-2001

510(k) SUMMARY AVAILAHLE FROM FDA

DEVICE: GELCLAIR CONCENTRATED ORAL GEL
SE DECISICN MADE: 21-DEC~2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: ORTHOPHOS DS/DC CEPH, ORTHOPHDS 5/PLUS/CD
SE DECISION MADE: 06-DEC-2001
510(k) SUMMARY AVAITABIE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

SIRONA DENTAL SYSTEMS GMBH
ATIN: SHEILA HEMEON-HEYER
49 PLAIN STREET

NORTH ATTLEBORO, MA 02760-4153

SMART GLOVE (CRP. SDN BED
ESS THAN 50 UG/G

ATIN: NG YEW SOON

10T 6487 BATU 5 3/4
KIANG SELANGCR,

SMITH & NEPHEW, INC.
ATIN: DAVID HENLEY
1450 E. BROOKS ROAD
MEMPHIS, TN 38116

SMITH & NEPHEW, INC.
CHENTS

ATIN: DRVID = HENLEY
1450 E. BROCKS RORD
MEMPHIS, TN 38116

SMITH & NEPHEW, INC.
ATIN: JARET JOHNSON GREEN
1450 E. BROCKS ROAD
MEMPHIS, TN 38116

RESEDA, (A 91335

SONOSTTE, INC.

ATIN: MICHAEL HOFFMAN
21919 307H DRIVE SE.
BOTHELL, WA 98021-3904

SCPRO

ATIN: PIERRE MONTILIOT
PLACE ST. CHRISTOPHE
LES MXCATES-LA VALENTINE
MARSETLLE

(4

STANDARD TEXTILE CO,, INC.
ATIN: BRADLEY J BUSHMAN
ONE, KNCLLCREST DR.

P.O. BOX 371805
CINCINNATIL, CH 45237-1600

510(k) NO:
PIONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:

510¢k) RO:
PANE NO @

510(ky NO:
PHNE NO @

510(k) No:
PHONE NO ¢

KD13659
508-643-0434

K013727
603 329 16100

K012378
201-399-6487

KD13658
901-399-6487

KO13989
901-399-5183

KO13817
818-346-1515

K014116
425-951-1297

K013090
334 912 70727

KD12268
513-761-9255

08u-JAN-2002
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DEVICE: MODIFICATION TO SIDEXIS DIGITAL RADIOGRAPHY IMAGING SYSTEM

SE DECISICN MADE: 06-DEC-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: STERILE POWDER FREE LATEX SURGICAL GLOVES WITH PROTEIN CLAIM L
SE DECISION MADE: 07-DEC-2001

510(k) STATEMENT

DEVICE: 3D HUMERAL HEADS

SE DECISICN MADE: 13-DEC-2001

510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: MODIFICATION TO REFLECTION CROSS-LINKED UHMWPE ACETABULAR COMP
SE DECISICN MADE: 05-DEC-2001

510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: ZIRCCNIA CERBMIC FEMORAL HEAD - 12/14 TAPER
SE DECISION MPADE: 19-DEC-2001
510(k) SUMMARY AVAILAHLE FROM FDA

DEVICE: GLO-SPEC

SE DECISION MADE: 21-DEC-2001

510(k) SUMMARY AVATLAELE FRCM FDA
DEVICE: HAND-CARRIED ULTRASCUND SYSTEM

SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: SOPRO 67D OPERATING ROCM CAMERA
SE DECISION MADE: 13-DEC-2001

510(k) STATEMENT

DEVICE: TRIMAX

SE DECISION MRDE: 03-DEC-2001

510(k) SUMMARY AVATLABLE FROM FDA




SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTTAILY EQUIVALENT (SE) S10(K) SUMARIES (R S10(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD C1-DEC-2001 THROUGH 31-DEC-2001

SAN LEANDRO, CA 94578

STERIS CORP.

ATIN: ROBERT H MOCALL

2720 GUNTER PARK DRIVE EAST
MONTGOMERY, AL 36109

STERLING MEDIVATIONS, INC.
AUIN: JXEL DOOGLAS

25285 1A 1LOMA DR,

LOS ALTOS HILLS, CA 940224583

STERLING MEDIVATIONS, INC.

UDING INSULIN, FROM AN EXTERNAL INFUSION POMP
DOUGLAS

ATIN: JEL
25285 1A LCMA DR.
108 ALTOS HILLS, CA 940224583

STRYKER COORP.

ATIN: NICULE PETTY
4100 E. MITHAM AVENUE
KALAMAZOO, ML 49001

STRYKER LEIBINGER

Y SYSTEM, VIRTUAL FLUOROSCQOPY
ATIN: RCBIN I. ROWE

4100 EAST MILHAM AVE
KALRMAZOO, MI 45001

510(k) NO:
PHONE NO @

510(k) NO:
PHIE NO :

510(k) No:
PEONE NO :

»

510(k) NO:
FHONE NO ¢

510(k) NO:
PHONE NO @

510(k) NO
PHONE

NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

-

K013139
408-331-3000

K013630
510-276-2648

K013242
334-213-3150

K013502
650-949-0470

K013767
650-814-4083

K014091
616-323-7700

KD12380
616-323-7700

K013031
512-432-9306

K013935
512-432-9202

08-JAN--2002
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DEVICE: STELLARTECH CORGULATION SYSTEM
SE DECISION MADE: 18-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: ISITE RADICEOGY
SE DECISION MADE: 05-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: AMSCO HARMONY SURGICAL LIGHTING AND MEDIA SYSTEM
SE DECISION MADE: 13-DBC-2001
510(k) STATEMENT

DEVICE: SIMPLICTTY CLASSIC WING QD INFUSION SET
SE DECISION MPADE: 03-DEC-2001
510(k) STATEMENT

DEVICE: SIMPLICITY INFUSION RESERVOIR FOR USE TO INFUSE MEDICINE, INCL

SE DECISION MADE: 12-DEC-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: STRYKER PAINPUMP
SE DECISION MADE: 31-DEC-2001
510(k) STATEMENT

DEVICE: MODIFICATION TO: STRYKER NAVIGATION SYSTEM, SIRYKER FLUOROSCOP

SE DECISION MADE: 03-DEC-2001
510(k) STATEMENT

DEVICE: MOST OPTIONS SYSTEM
SE DECISICN MADE: 07-DEC-2001
510(k) SUMMARY RAVATIARLE FROM FDA

DEVICE: ALLOFIT ACETABULAR SYSTEM 32MM ALPHA DURASUL, INSERTS
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATIARIE FROM FDA




SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTIALLY

BOUTIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

SURGICAL IMPLANT GENERATION NETWORS10(k) NO:

ATIN: DOUG DONNELLY PHONE NO :
2950 GECRGE WASHINGTON

RICHLAND, WA 99352-1615

SURGIN INC 510(k) NO:
ATTN: DON HAAR PHONE NO :
14762 BENTLEY CIRCLE

TUSTIN, CA 92780

SYNAPSYS, INC. 510(k) NO:
ATIN: JULIEN CHAUSSY PHONE NO :
150~10 132 AVENUE

JAMAICA, NY 11434

SYNTHES (USA) 510(k) NO:
ATTN: ANGELA J SILVESTRI PHONE NO :
1690 RUSSELL RD.

PAOLI, PA 19301

SYNTHES (USA) 510(k) NO:
ATTN: MATTHEW M HULL PHONE NO :
1690 RUSSELL RD.

PAOLI, PA 19301

SYNTHES (USA) 510(k) NO:
ATTN: MATTHEW M HULL PEONE MO :
1690 RUSSELL RD.

PACLI, PA 19301

SYNTHES (USA) 510(k) NO:
ATTN: MATTHEW M HULL PHONE

P.O. BX 1766

1690 RUSSELL ROAD
PAOLI, PA 193011222

SYNTHES (USA) 510(k) NO:
SYSTEM

ATTN: BONNIE J SMITH PHONE NO :
1690 RUSSELL RD.

PACLI, PA 19301

TCI NEW YORK 510(k) NO:

ATTN: ERIKA B AMMIRATI PHONE NO :

575 SHIRLYNN OCURT
108 ALTOS, CA 94022

K013132
509~371~1107

K013337
714-832~6300

K012415
718-525-3376

R011897
6106479700

K012945
610-647-9700

K013044
610-647-9700

K013248

NO : 610-647-9700

K013527
610-647-9700

KO13323
650-949-2768

08-JAN-2002

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
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DEVICE: SIGN IM NAIL
SE DECISION MADE: 20-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: PRIZM KERATOME BLADE (NIDEK MODEL), MODEL MK8514NI
SE DECISION MADE: 13-DEC-2001
510(k) STATEMENT

DEVICE: AURIS AEP
SE DECISICN MADE: 18-DEC-2001
510(k) STATEMENT

DEVICE: NORIAN SRS BONE VOID FILLER
SE DECISION MADE: 20-DEC-2001
510(k) SUMMBRY AVAILAHLE FROM FDA

DEVICE: SYNTHES 2.4 MM CANNULATED SCREW
SE DECISION MADE: 03-DEC-2001
510(k) SUMMARY AVATLAHLE FROM FDA

DEVICE: SYNTHES 3.9 MM PELVIC SCREWS
SE DECISION MADE: 03-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SYNTHES LCP DISTAL TIBIA PLATES
SE DECISION MADE: 19-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: MODIFICATION TO SYNTHES (USA) REAMER IRRIGATOR ASPIRATOR (RIA)

SE DECISION MADE: 21-DEC~2001
510(k) SUMMARY AVATLABIE FROM FDA

DEVICE: TCI-31 LIFELONG OVULATION TESTER
SE DECISION MADE: 05-DBEC-2001
510(k) SUMMARY AVATLAELE FROM FDA




SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR S510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

TEKMEDIC (M) SDN BED
S OR LESS)

ATIN: KOK-KEE HON

P.0. BOX 11112
ALEXANDRIA, VA 22312-9998

510(k) NO:
PHONE NO :

TERMD CARDIOVASCULAR SYSTEMS CORPS10(k) NO:

ERVOIR WITH X-COATING
AI'IN: GARRY ‘A COURINEY
125 BLUE BALL ROAD
ELXTCN, MD 21921

1360 SOUTH LOOP RORD
ALAMEDR, CA 94502~7000

TOSCH MEDICS, INC.

ATIN: IOIS NAKAYAMA

347 OYSTER POINT EIND.,

SUITE 201

SCUTH SAN FRANCISOO, CA 94080

TREX DIAGNOSTIC SYSTEMS, INC.
PTIBILITY PLAIE

ATIN: CYNIHIA C KNAPP

29299 CLEMENS RD., SUITE 1-K
WESTLAKE, CH 44145

TREK DIMGNOSTIC SYSTEMS, INC.
PIIBILITY PLATES

ATIN: CYNTHIA C KNAPP

29299 CLEMENS RD., SUITE 1-K
WESTLAKE, CH 44145

PHONE NO ¢

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO

510(k) MNO:
PHONE NO @

K013317
703-941~7656

KO10443
800--283~7866

K013849
408-741~1006

K012014
510-749-5400

K012820
6506154970

KD13580
800-216~9036

K013925
800-216-8036

¥013903
949-262-0411

O8-JAN-2002
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DEVICE: TEKMEDIC POWDER-FREE WITH PROTEIN LABELING CLATM (50 MICROGREM
SE DECISION MADE: 17-DBC-2001

510(k) STATEMENT

DEVICE: CAPICX SX10 HOLLOW FIBER OXYGENATOR WITH/WITHOUT HARDSHELL RES
SE DECISION MADE: 11-DEC-2001

510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: TETRAD MCDEL TC-BC7-ACP, ~L5-, —L7-, -V4-ACP TRANSDUCERS

SE DRCISION MADE: 03-DEC~2001

510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: MODIFICATION TO BLOCD GLUCOSE MONITCRING SYSTEM

SE DECISION MADE: (O5-DEC-2001
510(k) SOMARY AVATILABIE FRCM FDA

DEVICE: ATA-PACK CINI 2ND-GEN ASSAY
SE DECISION MADE: 14-DEC-2001
510(k) STATEMENT

DEVICE: SENSITITRE HAEMOPHITUS/STREPTOCDOCUS PNEUMONIAE (HP) MIC SUSCE
SE DECISION MADE: 12-DEC-2001

510¢k) STATEMENT

DEVICE: SENSITITRE HAEMOPHILUS/STREPTOCOCCUS PNEUMONIAE (HP) MIC SUSCE
SE DECISICN MADE: 21-DEC-2001

510¢(k) STATEMENT

DEVICE: HELICAL COMPRESSION ANCHOR SYSTEM, CANNULATED, VERSION 2
SE DECISION MADE: 17-DEC-2001
510(k) STATEMENT




SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY

EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

TRIGG LABCRATORIES, INC. 510(k) NO:
ATIN: W. PATRICK NOONAN PHONE NO :
VARNER CENTER PLAZA

21800 CXNARD STREET, SUITE 840

WOCDLAND HILLS, CA 91367

TROPHY RADICLOGIE 510(k) NO:
ATIN: MARTE-PIERRE LABAT-CAMY  PHCORE NO :
4 RUE F. PELLOUTTER CROISSY

BERUBCURG

MARNE 1A VALLEE CEDEX 2,

TYCO HEALTHCARE 510(k) NO:
ATTN: DAVID A CLSON PHORE NO :
MANSFIELD, MA 02048

UNION MEDICAL USA 510(k) No:
ATIN: ANNIE VELEZ PHONE NO

3750 M@ 1147TH AVENUE
UNIT #5
MIAMI, FL 33178

UNITED STATES SURGICAL, A DIVISIONS1O(k) NO:
ATIN: CHESTER MOOOY PHONE NO

UNITED STATES SURGICAL, A DIVISICNS10(k) NO:
ATIN: JENNIFER SCHUCX PHONE NO @
150 GLOVER AVE.

USA INSTRIMENTS, INC. 510(k) NO:
ATIN: RONY THOMAS PHONE NO :
1515 DANNER DRIVE

MRCRA, CH 44202

USA INSTRUMENTS, INC. 510(k) NO:
ATTN: RONY THOMAS PHONE NO :
1515 DANNER DRIVE

BURCRA, CH 44202

USA INSTRIMENTS, INC. 510(k) NO:
ATIN: RONY THOMAS PHONE NO :

1515 DANNER DRIVE
BURCRA, CH 44202

KO13086
818-887-5600

KO12514
331 648 08500

K0O13556
508-261-8000

K012071
3056299339

K013860
203-845-1390

X013890
203-845-4512

K011683
330-562-1000

K013528
330-562~1000

¥013541
330-562~1000

(SE) 510(K) SUMMARIES OR 510(K) STATEMENTS OB-JAN-2002

DEVICE: WET LIGHT PERSONAL MOISTURIZER
8E DECISION MADE: 13-DEC-2001

510(k) STATEMENT

DEVICE: DIGIPAN / DPI
SE DECISION MADE: 21-DEC-2001

510(k) STATEMENT

DEVICE: MONOJECT PREFILL HEPARIN LOCK FLUSH SYRINGE
SE DECISICN MADE: 31-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: ENT LASERVISION
SE DECISICN MADE: 03-DEC-2001

510(k) STATEMENT

DEVICE: AUTO SUTURE SURGICAL STAPLES
SE DECISICN MADE: 19-DEC-2001
510(k) SUMMARY AVAILARLE FRCM FDA

DEVICE: SURGICAL DYNAMICS MENISCAL STAPLE
SE DECISION MADE: 11-DEC-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: NURVO 9000 ENDOCAVITARY COILS
SE DECISION MADE: 10-DEC-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: CRYSTAL 5000 PHASES ARRAY TMJ COIL
SE DECISION MADE: 13-DEC-2001
510(k) SUMMARY AVATLAELE FRCM FDA

DEVICE: SHOULDER QOIL
SE DECISICN MADE: 14-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY |

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS 08~JAN-2002

EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001 Page 31

VANGURRD MEDICAL CONCEPTS, INC.  510(k) NO:
ATIN: MIKE SAMMN PHONE NO
5307 GREAT CGRK DR.
LAKELAND, ¥L 33815

VASCIMETRIX, LIC 510(k} NO:
ATTN: MIKE HAMMONS PHONE NO ¢
2824 N. POWER RD.

SUITE 113-278

MEAS, AZ 85215-1674

VENTLAB CORP, 510(k) NO:
ATIN: MARGE WALLS-WALKER HINE NO
2934 WY, 601 NORTH

MOCKSVILIE, NC 27028

VERTIS NEUROSCIENCE, INC. 510(k) No:
00, SGXXX

ATIN: ORI PHONE NO

: GLASTETTER
2101 FOURTH AVE STE 200
SERTTLE, WA 98121-2329

VIATRONIX, INC. 510(k) NO:
ATIN: SUSAN D GOEDSTEIN-FALK PHONE NO ¢
55 NORTHERN BLVD.

SUTTE 200

GREAT NECK, NY 11021

VICTORCH MEDTTEK, INC. 510(k) NO:
ATIN: PIERCE LIU PHONE MO :

7313 CARRCEL RD,., SUITE A-B
SAN DIEGO, CA 92121

VICIORCH MEDITEK, INC. 510(k} NO:
ATIN: PIERCE LIU PHONE NO ¢
7313 CARRCIL RD., SUITE A-B

SAN DIFGO, CA 92121

VIDAMED, INC. 510(k) NO:
REUSARLE HANDLE, DISOISABLE HANDPIECE
ATTN: YI CHEN PHONE NO :

46107 LANDING PEWY.
FREMONT, CA 94538

W. L. GORE & ASSOCIATES, INC. 510(k) NO:
ATIN: R. LARRY PRATT PHONE NO :
3450 WEST KLINE LANE

P.O. BOX 500

FLAGSTAFF, AZ 86002-0500

K011832

K012256
480~-807-6300

KD13308
336-492-2636

KO11702
2069021902

KD13146
516~482-9001

K013678
858-530~9191

K013702
858-530-9191

k012587
TELESQOPE
510-492-4934

k013282
928-779-2771

DEVICE: VANGUARD REPROCESSED FEMORAL COMPRESSION DEVICE
SE DECISION MADE: 21-DEC-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: GELBISH VASCULAR DITATCR
SE DECISION MADE: 20-DEC-2001

510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: VENTLAB HYPERINFLATICN BAG SYSTEM

SE DECISION MADE: 20-DEC-2001

510(k) STATEMENT

DEVICE: VERTIS PNT CONTRCL UNIT, VERTIS PNT SAFEGUIDE KIDS, MCDELS CU1
SE DECISION MADE: 21-DEC-2001

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: VIATRONIC V3D CALCIUM SCORING

SE DECISION MADE: 07-DEC-2001

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: VICICRCH MEDITEK'S HOG TEST CARD

SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: VICICRCH HOG TEST STRIP

SE DECISION MADE: 27-DEC-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: RF GENERATORS, DISPOSABLE CARTRIDGE KIT, DISPOSABLE CARTRIDGE,
SE DECISION MADE: 11-DEC-2001

510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: GORE INTRCDUCER SHEATH

SE DECISION MADE: 14-DEC-2001

510(ky SUMMARY AVATLABIE FROM FDA




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-DEC-2001 THROUGH 31-DEC-2001

SCHWENNINGER
D~75179 PFORZHEIM,
WIENER LABCRATCRIES S.A.I.C.

510(k) NO:
PHONE IO @

510(k) NO:
PHONE NO ¢

510(k) NO:

K013346
928-864-3731

K012839
49 723 13705219

K011953

0106; 4 250 ML, CAT. # 1400107; WIENER LAB. GILICEMIA ENZCA

ATIN: VIVIANA CETOLA
2944 RICBAMBA
ROSARIO,

P.0O. K}X 708
WARSAW, IN 46581-0708

PHONE NO

510(k) NO:
PHONE NO ¢

543 414 329191

K013652
543 414 320191

510(k) NO: K013035

PHORE NO ¢

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

901-867~4457

KO13942
603 870 69788

k011244

+ 908-526-3744

k013991
219-372-4944

O8mJAN-2002
Page 32

DEVICE: GORE DRAPEABLE ST/LT REGENERATIVE MEMERANE
SE DECISION MADE: 19-DEC-2001

510(k) SIMMARY AVATLABLE FROM FDA

DEVICE: AUROPAL, CRDER-NO.: 2101

SE DECISICN MADE: 31-DEC-2001

510(k) SUIMMARY AVAILABLE FROM FDA

DEVICE: WIENER LAB. GLICEMIA ENZIMATICA AA MODELS 1 X 250 ML CAT. #140
SE DECISICN MADE: 21-DEC-2001

510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: WIENER LAB. CA-COLCR AA, MCDEL 4 X 50 ML CAT.N 1152002
SE DECISION MADE: 21-DEC-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: GUARDIAN LIMB SAIVACE SYSTEM
SE DECISION MADE: O7-DEC-2001

; 510(k) SIMBRY AVATLARLE FROM FDA

DEVICE: POADER FREE BLUE LATEX EXAMINATION GLOVE, NON-STERILE (PROTEIN

'SE DBCISION MADE: 31-DEC-2001

510(k) SUMMARY AVATLAHLE FROM FDA

DEVICE: ZEUS SCIENTIFIC, INC. ATHENA MULTI-LYTE ANA TEST SYSTEM
SE DECISION MADE: 10-DEC-2001
510(k) STATEMENT

DEVICE: PROLONG HIGHLY CROSSLINKED PCLYETHTYLENE CRUCIATE RETAINING (C

SE DECISION MADE: 27-DEC-2001
510(k) SUMMARY AVAILABLE FROM FDA




SURMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BOQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENIS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-DEC-2001 THROUGH 31-DEC-2001

TOTAL 510(k)s THIS PERICD 288
TOTAL WITH SUMMBRIES 233
TOTAL WITH STATEMENTS 55
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